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DETAILED ACTION 

The finality of the paper mailed 11/30/04 is withdrawn and prosecution is hereby 
re-opened. 

All of the previous rejections are withdrawn either in view of applicant’s 
arguments or amendments or in view of the terminal disclaimer. 

Claims 1-2, 5-11,16-18, 21-23, 25-29 and 42-47 are pending. 


Claim Rejections - 35 USC §112 

Claims 1-2, 5-11,16-18, 21-23, 25-29 and 42-47 are rejected under 35 U.S.C. 

112, first paragraph, as failing to comply with the enablement requirement. The claim(s) 

contains subject matter which was not described in the specification in such a way as to 

enable one skilled in the art to which it pertains, or with which it is most nearly 

connected, to make and/or use the invention. 

Factors to be considered in determining whether a disclosure meets the 
enablement requirement of 35 USC 112, first paragraph, have been described in In Re 
Colianni, 195 USPQ 150 (CCPA 1977) and have been adopted by the Board of Patent 
Appeals and Interferences in Ex Parte Forman, 230 USPQ 546 (BPA11986). Among 
these factors are: 

1. the nature of the invention, 

2. the state of the prior art, 

3. the predictability or lack thereof in the art, 

4. the breath of the claims, 

5. the amount of direction or guidance present, and 

6. the presence or absence of working examples. 

The following is an analysis of these factors in relationship to this application. 
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Applicant discloses and claims a method for treating tumors using any antibody 
that binds the same epitope as PTA-975. As stated in the specification the epitope 
includes amino acids and carbohydrate (see page 5, lines 15-17 of the specification). 

Recognition of carbohydrate moieties bound by antibodies is a complex and 
unpredictable task. Unlike linear amino acid epitopes, which can be readily 
synthesized in vitro and against which other antibodies can be readily made, 
carbohydrate epitopes are more complex and difficult to synthesize. Knight 
(BioTechnology Vol 7 No 1, Jan 1989) likens this task to “wrestling with a cloud”. She 
states that “prediction and control of the expression of oligosaccharide remains elusive 
and threatens to remain so from some time” and the challenge is “a daunting one”. 
Knight goes one to explain that “the structure of carbohydrates is much more complex 
than that of proteins. Dwek likens the task of sequencing a carbohydrate to 
“simultaneously sequencing 40 or 50 proteins”. Because carbohydrate structures are a 
branching series of linked rings, they can combine in many more ways that can linear 
peptide chains. For comparison, consider that while three amino acids can combine in 
only six ways, three carbohydrate monomers can form over 1,000 different trisaccharide 
structures” (see page 39, first column, third and fourth full paragraphs). One skilled in 
the art would reasonably conclude that, even if one had known that the PTA-975 
epitope comprised carbohydrate moieties, the synthesis of potential carbohydrate 
moieties would require undue experimentation. 

Even if one skilled in the art were able to identify a region of a glycosylated 
protein that bound a particular antibody, Knight teaches the unpredictability of knowing 
the exact structure found in that glycoprotein. Knight states that “on top of this amazing 
diversity, nature adds what glycobiologists call “micro heterogeneity” in the form of 
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discrete subsets -glycoforms- of a glycoprotein. These may have difference physical 
and biochemical properties.” One skilled in the art would reasonably conclude that 
these different physical and biochemical properties encompass expression of different 
epitopes. Knight summarize that “the “demographics” of its glycoform population 
determine the composite activity of a glycosylated compound. According to 
Rademacher, Parekh and Dwek, “Any given glycoprotein that consists of different 
glycoforms will... have a composite activity, reflecting a weighted average of the activity 
and incidence of each glycoform” (page 39, third column, second full paragraph). 

In summary, antibodies bind to structural shapes that may be linear stretches of 
amino acids, conformational determinants formed by the folding of peptides, 
carbohydrate moieties, phosphate or lipid residues or a combination thereof. The 
nature of the PTA-975 epitope was unknown at the time of filing. While multiple 
antibodies can be readily made to linear peptide sequences, the same is not true of 
antibodies that recognize non-linear conformational determinants such as carbohydrate 
epitopes. Therefore, in weighing the factors to be considered in determining whether or 
not the practice of a claimed invention would require "undue” experimentation, as set 
forth in In re Wands (8 USPQ 2d at 1404), the weight of the analysis clearly favors a 
finding of “undue” experimentation. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sheela J. Huff whose telephone number is 571-272- 
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0834. The examiner can normally be reached on Mondays and Thursdays from 5:30am 
to 2:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner’s 
supervisor, Jeffrey Siew can be reached on 571-272-0787. The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 

Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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Primary Examiner 
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